
Bard Access Systems, Inc. Section 1.1 - General Information
Site-Rite Vision I I Ultrasound System
Special 510(k) Premarcet Notification

510(k) Summary
21 CFR 807.92

Site-Rite Vision* 11 Ultrasound System

General Submitter Name: Bard Access Systems, Inc.
Provisions Submitter Address: 605 North 5600 West

Salt Lake City, UIT 84116

Contact Person: Kerrie Hamblin OCr. 41
Senior Regulatory Affairs Specialist1
Bard Access Systems, Inc. '4
kerrie.ham blin@crbard.com
801.522.5000 ext 4909
801.522.5425 fax

Date of
Preparation: 18 September 2013

Subject Device Trade Name: Site-Rite Visiont 11 Ultrasound System

IYN 21 CIFR 892.1550 Ultrasonic Pulsed Doppler Imaging
System
IYO 21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System

Classification Name: ITX 21 CIFR 892.1570 Diagnostic Ultrasonic Transducer
LLZ 21 CFR 892.2050 Picture Archiving and Communications
System
Class 11, Radiology

IYN 21 CFR 892.1550 System, imaging, pulsed doppler,
ultrasonic

Common Name: IYO 21 CFR 892.1560 System, imaging, pulsed echo,
ultrasonic
ITX 21 CFR 892.1570 Transducer, ultrasonic, diagnostic
LLZ 21 CIFR 892.2050 System, image processing, radiological

Predicate Trade Name: Site-Rite Vision* Ultrasound System
Devices

Classification Name: IYN 21 CFR 892.1550, Ultrasonic Pulsed Doppler Imaging System
IVO 21 CFR 892.1560, Ultrasonic Pulsed Echo Imaging System
ITX 21.CFR 892.1570, Diagnostic Ultrasonic Transducers
LLZ 21 CFR 892.2050, Picture Archiving and Communications
System

IYN 21 CFR 892.1550 System, imaging, pulsed dloppler,
Common Name: ultrasonic

IYO 21 CIFR 892.1560 System, imaging, pulsed echo,
ultrasonic

'Bard and Site-Rite Vision are trademarks and/or registered trademarks of C. R. Bard, Inc. All other trademarks
are the property of their respective owners.
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Bard Access Systems, Inc. Section 1.1 - General Information
Site-Rite Vision 11' Ultrasound System
Special 510(k) Premarkel Notification

ITX 21 CFR 892.1570 Transducer, ultrasonic, diagnostic
LLZ 21 CFR 892.2050 System, image processing, radiological

Premarket K100402, concurrence date 05 March 2010
Notification:

Manufacturer: Bard Access Systems, Inc.

Device The Site-Rite Vision* 11 Ultrasound System is a mobile device that features real-time
Description - 20 ultrasound imaging, color-flow Doppler, procedural recordings (cine), patient-
Site-Rite information storage, image annotations, and various measurement and calculation
Vision* 11 tools. The typical environment for ultrasound imaging may include hospitals, outpatient
Ultrasound clinics, and long-term care facilities.
System

Indications for The Site-Rite Vision* 11 Ultrasound System is intended for diagnostic ultrasound
Use / Intended imaging or fluid-flow analysis of the human body. Specific clinical applications include:
Use - Site-Rite . Fetal
Vision * 11.Adoia
Ultrasound Aboia
System . Intra-oiperative (sm-rtl)

* Pediatric

* Peripheral Vessel

* Small Organ (breast, thyroid, parathyroid, testicles, prostate, uterus, ovary)

. Musculo-skeletal (conventional and superficial)

* Cardiac (adult and pediatric)

Typical examinations performed using the Site-Rite Visiont 11 Ultrasound System
include:

Imaging Ea ye(dl&pdarc
ApplicationsExmTp(aut&edtrc

Assessment of carotid arteries, aorta, deep veins,
Vascular superficial veins in the arms and legs, select small vessels

_______________supporting organs
Guidance for a PICC, CVC, dialysis catheter, port. Ply,

Vascular Access and arterial-line placement, and peripheral vein and artery
_________________ access

Assessment of liver, kidneys, pancreas, spleen,
Abdominal gallbladder, bile ducts, transplanted organs, abdominal

________________vessels, appendix, and surrounding anatomical structures
Interventional and Guidance for biopsy, drainage, peripheral nerve blocks,
lntraoperative _ and intraoperative procedures (semi-criticalt)

Assessment of breast, thyroid, testicle, lymph nodes,
Superficial hernias, musculoskeletal procedures, soft tissue structures,

and surrounding anatomical structures

tSemi-critical is defined as clinical applications in which the probe contacts
mucous membranes or non-intact skin.

*Bard and Site-Rite Vision are trademarks and/or registered trademarks of C. R. Bard, Inc. All other trademarks
are the property of their respective owners.
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Bard Access Systems, Inc. Section 1. 1 - General Information
Site-Rite Vision Hi Ultrasound System
Special 510(k) Premarket Notification

This device operates identically to the predicate device in that piezoelectric
Techologcal material in the transducer is used as an ultrasound source to transmit sound waves

Teacologicl into the body. Sound waves are reflected back to the transducer and converted to
Charateritics electrical signals that are processed and displayed as 20 images. Doppler shift

caused by blood flow is displayed as color flow or spectrum analysis. The modes of
this device (20, color Doppler) are the same as the predicate device identified above.

Safety & Verification and validation activities were designed and performed to demonstrate that
Performance the subject Site-Rite Vision* 11 Ultrasound System met predetermined performance
Tests requirements. The following standards in conjunction with internal protocols were used

to determine appropriate methods for evaluating the performance of the device:

lEO 60601-1:2005, Medical Electrical Equipment - Medical Electrical Equipment
CORR. 1(2006), - Part 1: General Requirements for Basic Safety and
CORR 2(2007), Essential Performance - Edition 3.1
AM1(2012),
ANSI/AAM
ES 60601/A2:2012,
CAN/CSA-C22.2

lEG 60601-1-2:2007 Medical Electrical Equipment - Part 1-2: General
Requirements for Basic Safety and Essential Performance -

Collateral Standard: Electromagnetic Compatibility -

Requirements and Tests

lEG 60601-2-37:2007 Medical Electrical Equipment - Part 2-37: Particular
Requirements for the Basic Safety and Essential
Performance of Ultrasonic Medical Diagnostic and
Monitoring Equipment

lEG 60601-1-6:2012 Medical Electrical Equipment-Part 1-6: General
Requirements for Basic Safety and Essential Performance -

Collateral Standard: Usability

NEMA UD 2:2004 Acoustic Output Measurement Standard for Diagnostic
Ultrasound Equipment, Revision 3

NEMA UD 3:2004 Standard for the Real-time Display of Thermal and
Mechanical Acoustic Output Indices on Diagnostic
Ultrasound Equipment, Revision 2

*Bard and Site-Rite Vision are trademarks and/or registered trademarks of C. R. Bard, Inc. All other trademarks
are the property of their respective owners.
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Bard Access Systems, Inc. Section 1. 1 -General Information
Site-Rite Vision if" Ultrasound System
Special 510(k) Premarket Notification

lEG 62304:2006 Medical device software - Software life cycle processes -
Edition 1.0

ISO 10993-1:2009 Biological Evaluation of Medical Devices - Part 1:
Evaluation and Testing within a Risk Management Process

NEMA PS 3.1 - Digital Imaging and Communications in Medicine (DICOM)
3.18:2008 Set

The subject devices met all pre-determined acceptance criteria and demonstrated
substantial equivalence as compared to the predicate device.

Summary of Based on the indications for use, technological characteristics, and safety and
Substantial performance testing, the subject Site-Rite Vision* 11 Ultrasound System met the
Equivalence minimum requirements that are considered adequate for its intended use and is

substantially equivalent in design, principles of operation and indications for use to the
predicate device, Site-Rite Vsion* Ultrasound System. Based on the performance
testing, the Site-Rite Vision* 11 Ultrasound System is as safe, as effective, and performs
as well as, or better than the predicate, Site-Rilte Vision* Ultrasound System.

*Bard and Site-Rite Vision are trademarks and/or registered trademarks of C. R. Bard, Inc. All other trademarks
are the property of their respective owners.



DEPARTMxENT'or HEAL.11 & ILMAN SERVICES Public llI Icrv eice

Fo(Yd nd IDre Adminisiin
($1A13 New I Iampslirc A'tnue

October 17. 2013
KERRIE IHAML3LIN
C.R. BARD. INC.
605 NORTH 5600 WEST
SA LT LA KE C ITY U T 84116

Re: K 132942
Trade/Device Name: Site-Rite Vision 11 Ultrasound System
Regulation Number: 21 CUR 892.1550
Rejiulation Name: Ultrasonic pulsed doppler imaging systeml
Reglatory Class: 11
Product Code: LYN
Dated: Septem ber 18. 2Q13
Received: September 19, 2013

Dear Ms. Hamblin:

We have reviewed your Section 510(k) premarket notification of intent to market the device
ref'erenced above and have determined thle device is substantially equivalent (for the indications
for use stated in thle enclosure) to legally marketed predicate devices marketed ininterstate
commerce prior to May' 28. 1976. thle enactment date of the Medical Device Amendments. or to
devices that have been reclassified in accordance wvitlh thle provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval ofa preniarket approval application (l'MA).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration. listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-I does not evaluate information related to contract liability
warranties. We remind you. however, that device labeling must be truthful and not misleading.

This determination ol'substantial equivalence applies to the ibollowing transducers intended for

use with thle Site-Rite Vision 11 Uiltrasound System. as described in yotir premarket notification:

Transducer Model Number

60 min ROC Convex 40 mm Linear 20 min Linear

lfyourdevice is classified (see above) into either class 11 (Special Controls) or class Ill (PMA).
it may be subject to additional controls. E-xisting majlor regulations affecting your device can be
found in thle Code of Federal Regulations. Title 2 1. Parts 800 to 898. In addition. FDA may

publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance ofa substantial eqIuivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply wvith all the Act's requirements. including, but not limited to: registration and listing (21I



Page 2-Ms. [lamblin

CFR Part 807): labeling (21 CUFR Part 801): inedical device reporting (reporting of medicalI
device-related adverse events) (2 1 CU-R 803): good in antilIacturiiig practi ce requirements as set
forth in the quality sy'stem1s (QS) regulation (2 1 CU:R Pain 820): and if'applicable. the electronic
product radiation control provisions (Sections 53 1-542 ofihe Act): 2 1 CUR 1000-1050.

If yIOU desire specific advice for your device on our labeling regulation (2 1 CUR Part 80 1). please
contact the Division of Small Manufacturers. International and Consumer Assistance at its toll-
firee number (800) 638 204!1 or (30! ) 796-7100 or at its Internet address
littp://A\\N%\.i'da.gov/Medicall~cvices/iResotircesforYou/indtistrv/delautlt.htin. Aliso. please note
the regulation entitled. "Misbranding by reference to preinarker notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regzulation (2 1
CU R Part 803). please go to
littp:H/vwwxv.fda.,,o0\/MedicaiIDevices/Sal~tv/1Reporialrobleim/defatit.litin far the CDRIUs Office
Of Surveillance and Biomectrics/Division of Postmarket Surveillance.

You may obtain other general informnation on your responsibilities under the Act fromn the
Division ofSniall -Manufacturers. International and Consumer Assistance at its toll-free numnber
(800) 638-2041 or (301) 796-7 100 or at its Internet address
http://%v%,%w.tda.Lov,/MedicalIIevices/[Zcsotir-cesfor)'ot/lduisrN/de1ait.ltii.

Sincerely, yours.

JIanine M. Mlorris
D~irector
Division of Radiological Health
0111ce of In Vitro Diagnostics

and Radiological I leaith
Center for Devices and Radiological Health

Enclosure



Bard Access Systems. Inc. Section 1. 1 - General Information
Sire-Rde Vision II Utrasowid System
Special 510(k) Premarcet Notification

Indications for Use Statement
510(k) Number (if known): K(132942

Device Name: Site-Rite Vision* 11 Ultrasound System

Indications for Use:

The Site-Rite Vlslon* 11 Ultrasound System is intended for diagnostic ultrasound imaging or fluid-flow
analysis of the human body. Specific clinical applications include:

* Fetal

* Abdominal

* Intra-operative (semi-criticalt)

* Pediatric

* Peripheral Vessel

* Small Organ (breast, thyroid, parathyroid, testicles, prostate, uterus. ovary)

* Musculo-skeletal (conventional and Superficial)

* Cardiac (adult and pediatric)

Typical examinations performed uing the Ste-Rite Vision* 11 Ultrasound System include:
Imaging Exam Type (adult & pediatric)
Applications ________________________

Assessment of carotid arteries, aorta, deep veins,
Vascular superficial veins in the arms and legs, select small vessels

________________supporting organs
Guidance for a PICC, CVC, dialysis catheter, port, Ply,

Vascular Access and arterial-line placement, and peripheral vein and artery
access
Assessment of liver, kidneys, pancreas, spleen,

Abdominal gallbladder, bile ducts, transplanted organs, abdominal
________________vessels, appendix, and surrounding anatomical structures

Interventional and Guidance for biopsy, drainage, prihra erve blocks,
Intraoperative and intraoperative proceduresI (sm-rtcl)

Assessment of breast, thyroid, testicle, lymph nodes,
Superficial hernias, musculoskeletal procedures, soft tissue structures,

and surrounding anatomical structures

' Semi-critical is defined as clinical applications In which the probe contacts mucous membranes or non-
intact skin.

Prescription Use __X
(Part 21 CFR 801 _SubpartD) AND/OR Over-The-Counter Use ___

(21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED'

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

Division Signv-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety
510(k) K132942
Page 1 of I,,

'Bard and Site-Rile Vision are trademarks and/or registered trademarks of C. R. Bard, Inc. All other trademarks are
the properly of their respective owners.
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Bard Access Systems, Inc. Section 1.3 -Indications for Use
Site-Rite Vision It: Ultrasound System
Special 510(k) Premarket Notification

Diagnostic Ultrasound Indications for Use
(1 of 4)

TABLE 1.3-1
Ultrasound System: Site-Rite Vision* 11 Ultrasound System

Gqener[ I Specific rc (T- Ir B TM 1 PWD CW Color- tbibned br

UT-mac 1 and 3) IDoppler '(B + CD) Ispecify)

Ophthalmic Ophthalmic-_______
Fetal Fetal [P j_ ____j___ P _ ___

Imaging and, Abdominal P I _ __ __ ___P _ ___

Other Intra-operative (semi PP
critical'
Intra-operative (Neuro) - __ ___ ___ ____ _____ _______

Laparoscopic- ___ ____ _____________

Pediatric jP I ___ ___ _____P

Small Organ P P
(breast, thyroid.
parathyroid, testicles,
prostate, uterus,
ovary)
Neonatal Cephalic __ ___ ____ _____ _______

IAdult Cephalic __I ___ ____ _____________

Trans-recthal ______________________

Trans-vaginal h~I______________
Trans-esoph.
(non-Card) ___________

Musculo-skeletal P P
(Conventional
Musculo-skeletal P P
(Superficial) ______ ____ _________ ______ _______

Intravascular

Cardiac ICardiacu dut I__ i __ P___ I ___ _____

I Cardiac Pediatric IP [ ___ ____ P ______

Intravascular (Cardiac) I_ _[_ __ _ _ _ _ _ _ _

Trans-esoph.

(Cardiac) _______ ____ _____ ______ _______

Peripheral erihera esslfy)___ I_____ P ______

Vessel OteW spcf) __ _ _I_ _ _ _ _ _ _

Nnew indication: P-previously cleared by the FDA: E=added under this appendix
'Exanmples of other modes of operation may include: A mode, Amplitude Doppler. 3-0 Imaging. Harmonic imaging. Tissue lAction
Doppler, and Color Velocity Imaging
t Semi-critical is derined as clinical applications in which the probe contacts mucous membranes or ion-intact skin.

Prescription use per 21 CFR 801.109

*Bard and Site-Rite Vision are trademarks and/or registered trademarks of C. R, Bard. Inc. All other trademarks are
the properly of their respective owners,
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Bard Access Systems. Inc. Section 1.3 -indications for Use
Site-Rite Vision It- Ultrasound System
Special 510(k) Pfrmarkot Notification

Diagnostic Ultrasound Indications for Use
(2 of 4)

TABLE 1.3-2
Ultrasound System: Site-Rite Vision* 11 Ultrasound System
Transducer: 60mm ROC convex Probe (128 element)

Cflmcal AlipicatioiF - Mpde ofperh -p' a flo
G~eneral - Specific (Tracks 1 9 -. Y PWD 'CWD Color ~ ombinecF7 tdttie?
(Track I and 3) IDoppler (B.+CD) (specify)

Optali _Ophthalmic ,_________I_____________

Fetal Fetal iP I__ __I I___IP I____
Imaging and Abdominal P 3 ____I____I_____P_______

Other Intra-operative P P
(semi-critical) I )_______ ____I______ ______ _______

Intra-operativeI

Pediatric P 1___ ________ _____1 _______

Small Organ
(breast, thyroid,
parathyroid,
testicles, prostate.
uterus, ovary) ________________

Neonatal Cephalic ___J_______________ _______

Adult Cephalic it__I________________ _____________

Trans-rectal ___1___ ____J_ _ _ _I_______ _____

Trans-vaginal __________J____I_____ ______

Trans-urethral ___1 ___________________I_______

Trans-esoph.
(non-Card) _________ ______ _______

Musculo-skeletal P 1
(Conventional) ___ __ ___ ___ ____ _____________

M usculb-skeletal
(Superficial) ___ __ ________ ______ _ ______

Intravascular
____________Other (specif4 ___I____I_____I______

Cardiac Cardiac Adul __ ___ ___ ____ P _______

Cardiac Pediatric I P ____

Intravascular
(Cardiac) ___ ___________
Trans-esoph.
(Cardiac) _______ ________ _______

I lntra-cardiac ______________jI______

Other (speciy j IF=__
Peri pheral IPeripheral Vessel PI __ ___ __ _ _ _ _ _ P I _
Vessel Ote seify) I __________________ _____

N-new indication: P-previously cleared by the FDA; E-addedl under this appendix
'Examples of other modes of operation may include: A mode, Amplitude Doppler, 3-Dl Imaging. Harmonic Imaging. Tissue Motion
Doppler. and Color Velocity Imaging
fSemi-crilical is defined as clinical applications in which the probe contacts mucous membranes or non-intact skin,

Prescription use per 21 CFR 801. 109

*Bard and Site-Rite Vision are trademarks and/or registered trademarks of C. R. Bard, Inc. All other trademarks are
the property of their respective owners.
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Bard Access Systems. Inc. Section 1.3 -indications for Use
Site-Rite Vision 11 Ultrasound System
Special 510(k) Premarket Notification

Diagnostic Ultrasound Indications for Use
(3 of 4)

TABLE 1.3-3
Ultrasound System: Site-Rite Vision* 11 Ultrasound System
Transducer: 40mm Linear Probe (128 element)

ClinialAppfiation Mde of tzo - -C-oene&Tr 'Specific (Tracks4 B pwn- Color Combined Oilier -

(Track1 land 3) 1IDoppler (B3+CQ) (specify)

Ophthalmic Ophthalmic __ ____I_____

Fetal Fetal _ 1P 1 1 _ P
Imaging and Abdominal I P I I__ ___ ___ ____ P
Other Intra-operative P I

(semni-criticalt) ___

Intra-operative
(Neuro)
Laparoscopic ___ ___ ____ _____________

Pediatric P __ ___ ___ ._____ _____________

Small Organ Py P
(breast, thyroid,
parathyroid,
testicles, prostate,
uterus, ovary) ___

Neonatal Cephalic _______

Adult Cephalic ___ _______ _________ ______ _______

Trans-rectal ___ __ ____ _____________

Trans-vaginal ___ ____ _____________

Trans-esoph.
(non-Card) ______

Musculo-skeletal P
(C n e t o alCo n ve n tio n a l)_________ __________________ _________________________________________________
Musculo-skeletal P p
(Superficial) _i57_ I __ ______

Intravascular
____________Other (specify)_____ _____ _______

Cardiac Cardiac Adult P I i P___ _________

Cardiac Pediatric P j_ _ _ _ P _ _ _

Intravascula 
r

(Cardiac) _______ _______

Trans-esoph.
(Cardiac) ___ _______ _________ ______ ___ ____

Intra-cardiac _____ ______________

Other (specify) ____ ____ _________ ______ _______

Peripheral Peripheral Vessel PF,____ _____P_________

Vessel Other (speciyl........J____JJ____ _________ _______________

N=new indication: Pzpreviously cleared by the FDA: Eadded under this appendix
'Examples of other modes of operation m1ay include: A Mode. Amplitude Doppler 3-D Imaging. Harmonic Imaging, Tissue motion
Doppler. and Color Velocity Imaging
teni-chitical is defined as clinical applications in which the probe contacts mucous membranes or non-intact skin.

Prescription use per 21 GER 801.109

'Bard and Site-Rite Vision are trademarks and/or registered trademarks of C. R. Bard. Inc. All other trademarks are
the property of their respecttve owners.
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Bard Access Systems. Inc. Section 1.3 -Indications to, Use
Site-Rite Vision 11 Ultrasound System
Special 510(k) Premarket Notification

Diagnostic Ultrasound Indications for Use
(4 of 4)

TABLE 1.3-4
Ultrasound System: Site-Rite Vision* 11 Ultrasound System
Transducer: 20 mm Linear Probe (64 elements)

Cfln~~ll~tpb -Mode of Operatiop--
General ISpecifikc (Tracks 1 13 N PWb CWY -Color - fComhbined T Other*
(flack I Iand .3) IDoppler I(B+CD) t(specify)

Ophthalmic Ophthalmic ___ __ ___ _____________

Fetal Fetal p _ _ _ _ 

_Other Intra-operative P P
(semi-criticalt) ___ _______ ____ _____ _______

Intra-operativeI

(Neuro)
Pediatric [P F,___ ____ ______ ________I_________

Small Organ P p
(breast, thyroid,
parathyroid,
testicles, prostate,
uterus, ovary)~ _____________________

Neonatal Cephalic 
-___ -__ -___ -____ -_____ - -__ __ _

Adult Cephalic __________I_________.______

Trans-rectalI _ _ [ _ _ _ _I_ _ _ _ _

Trans-vaginal __________I____ ____ _____________

Trans-urethral
Trans-esoph.
(non-Card) ___ _______ _________ ______ _______

Musculo-skeletal PP
(Conventional) ___ __ ___ ___ ____ _____________

Musculo-skeletal PP
(Superficial) ___ _______ _________ ______ _ ______

Intravascular ___ ___I____1 _________ 1 ______ _ ______

_ _ _ _ _ _ Other (specif _ _I_ _ _ _ _ _1_ _ _ _ _ _ _

Cardiac Cardiac Adult IP ____ _____ ___ ____

Cardiac Pediatric IP __ ________ ____I____

Intravascular11
(Cardiac) _______ ____ ____ _______

Trans-esoph.
(Cardiac) _______ ________ _______

Intra-cardiac
Periperal Other (specify __________I ____ ______
Peihrl Peripheral Vesl JPF, _________ ____ ____

Vessel Other (specify)] _ _ _ _ _ _J_ _ _ _

N-new indication: P=previousiy cleared by the FDA. 8-added under this appendix
'Examples of othe, modes of operation may include: A mode. Am~plitude Doppler. 3-D Imaging. Harmonic Imaging. Tissue Motion

Doppler. and Color Velocity Imaging
tSemi-crilical is defined as clinical applications in which the probe contacts mucous membranes or non-intact skin.

(PLEASE DO NOT WRITE BELOW T.HIS LINE-CONTINUE ON ANOTHER PAGE IF' NEEDED)

Coincurottoce of CDRN, Office of in Vitro Diaglstic Devices IOIVD)

Prescription use per 21 CFR 801.109

' Bard and Site-Rite Vision are trademarks andfor registered trademarks of C. R. Bard, Inc. All other trademarks are
the property of their respective owners.
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